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the Administrator will issue an order
that explains the basis for the deter-
mination and that prescribes any ac-
tions to be taken with regard to ongo-
ing human research, covered by sub-
parts A through L of this part, con-
ducted under the review of the IRB.
EPA will send notice of the disquali-
fication to the IRB and the parent in-
stitution. Other parties with a direct
interest, such as sponsors and inves-
tigators, may also be sent a notice of
the disqualification. In addition, the
agency may elect to publish a notice of
its action in the FEDERAL REGISTER.

(d) EPA may refuse to consider in
support of a regulatory decision the
data from human research, covered by
subparts A through L of this part, that
was reviewed by an IRB or conducted
at an institution during the period of
disqualification, unless the IRB or the
parent institution is reinstated as pro-
vided in §26.1505, or unless such re-
search is deemed scientifically sound
and crucial to the protection of public
health, under the procedure defined in
§26.1706.

§26.1504 Public disclosure of informa-
tion regarding revocation.

A determination that EPA has dis-
qualified an institution from studies
subject to this part and the adminis-
trative record regarding that deter-
mination are disclosable to the public
under 40 CFR part 2.

§26.1505 Reinstatement of an IRB or
an institution.

An IRB or an institution may be re-
instated to conduct studies subject to
this part if the Administrator deter-
mines, upon an evaluation of a written
submission from the IRB or institution
that explains the corrective action
that the institution or IRB has taken
or plans to take, that the IRB or insti-
tution has provided adequate assurance
that it will operate in compliance with
the standards set forth in this part. No-
tification of reinstatement shall be
provided to all persons notified under
§26.1502(c).

§26.1506 Debarment.

If EPA determines that an institu-
tion or investigator repeatedly has not
complied with or has committed an

§26.1601

egregious violation of the applicable
regulations in subparts A through L of
this part, EPA may recommend that
institution or investigator be declared
ineligible to participate in EPA-sup-
ported research (debarment). Debar-
ment will be initiated in accordance
with procedures specified at 2 CFR part
1532.

[71 FR 6168, Feb. 6, 2006, as amended at 72 FR
2427, Jan. 19, 2007]

§26.1507 Actions alternative or addi-
tional to disqualification.

Disqualification of an IRB or of an
institution is independent of, and nei-
ther in lieu of nor a precondition to,
other statutorily authorized pro-
ceedings or actions. EPA may, at any
time, on its own initiative or through
the Department of Justice, institute
any appropriate judicial proceedings
(civil or criminal) and any other appro-
priate regulatory action, in addition to
or in lieu of, and before, at the time of,
or after, disqualification. The Agency
may also refer pertinent matters to an-
other Federal, State, or local govern-
ment agency for any action that that
agency determines to be appropriate.

Subpart P—Review of Proposed
and Completed Human Research

SOURCE: 71 FR 6168, Feb. 6, 2006, unless oth-
erwise noted.

§26.1601 EPA review of proposed
human research.

(a) EPA shall review all protocols
submitted under §26.1125 in a timely
manner. With respect to any research
or any class of research, the Adminis-
trator may recommend additional con-
ditions which, in the judgment of the
Administrator, are necessary for the
protection of human subjects.

(b) In reviewing proposals covered by
this subpart, the Administrator may
take into account factors such as
whether the applicant has been subject
to a termination or suspension under
§26.123(a) or §26.1123 and whether the
applicant or the person or persons who
would direct or has/have directed the
scientific and technical aspects of an
activity has/have, in the judgment of
the Administrator, materially failed to
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